
IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 



In re the Application of: 

First Named Inventor: YAMADA, 
TAKATSUGU 

Appln. No.: 10/525,947 

Filed: February 28, 2005 Conf . No.: 2544 

For: DUST COVER FOR STEERING SHAFT 

* * * 

REQUEST TO VACATE OFFICE ACTION 

Commissioner for Patents 
P.O. Box 1450 

Alexandria, VA 22313-1450 
Sir : 

The undersigned received the attached Office Action 
dated September 15, 2006. Although the Office Action 
identifies the instant application, the content of the 
action clearly does not correspond to the instant 
application . 

A check of the image file wrapper in PAIR indicates 
that there is no Office Action outstanding in this 
application. Accordingly, it is presumed that the Office 
has already rectified the apparent error in the attached 
Office Action. Nevertheless, to ensure clarity of the 
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record, it is hereby formally requested that the 
accompanying Office Action be vacated. 

The Commissioner is hereby authorized to charge to 
Deposit Account No. 50-1165 (XA- 10279) any fees under 37 
C.F.R. §§ 1.16 and 1.17 that may be required by this paper 
and to credit any overpayment to that Account. If any 
extension of time is required in connection with the filing 
of this paper and has not been separately requested, such 
extension is hereby requested. 



Respectfully submitted, 




Mitchell W. Shapiro 
Reg. No. 31,568 



Miles & Stockbridge, P.C. 
17 51 Pinnacle Drive 
Suite 500 

McLean, Virginia 22102-3833 
(703) 903-9000 
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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1)G3 Responsive to communication(s) filed on 04 August 2006 . 
2a)D This action is FINAL. 2b)[>3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Qt/ay/e, 1935 CD. 1 1, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) See Continuation Sheet is/are pending in the application. 

4a) Of the above claim(s) See Continuation Sheet is/are withdrawn from consideration. 

5) E) Claim(s) 107-109 is/are allowed. 

6) K| Claim(s) 1.3.5.7.17.21. 37.39.45.53.61. 65.69.71. 73.77.83 and 91-94 is/are rejected. 

7) Q Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) Q Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) □ Notice of References Cited (PTO-892) 

2) O Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) □ Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 



5) □ Notice of Informal Patent Application (PTO-152) 

6) □ Other: . 



4) O Interview Summary (PTO-413) 



Paper No(s)/Mail Date. 



Paper No(s)/Mail Date 



U.S. Patent and Trademark Office 
PTOL-326 (Rev. 7-05) 



Office Action Summary 



Part of Paper No./Mail Date 20060905 



' Continuation Sheet (PTOL-326) 



Application No. 10/525,947 



Continuation of Disposition of Claims: Claims pending in the application are 1, 3-4,7,9-12, 1 7, 1 9 a 21 ,23,25,27,29,31 ,33,35,37- 
46,49,50,53,54,57,58,61,62,65,66,, 69, 70-74,77,79,80,83-86,91-98 and 107-109. 

Continuation of Disposition of Claims: Claims withdrawn from consideration are 4,9-1 2,1 9,9 ,23,25,27,29,31, 33,35,38,40- 
44,46,49,50,54,57-58,62,66,70,72,74,79,80,84-86 and 95-98. 
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DETAILED ACTION 

1. A request for continued examination under 37 CFR 1.114, including the fee set forth in 37 
CFR 1.17(e), was filed in this application after final rejection. Since this application is eligible for 
continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1.17(e) has been timely 
paid, the finality of the previous Office action has been withdrawn pursuant to 37 CFR 1.114. 
Applicant's submission filed on 8-4-06 has been entered. 

1. The amendment filed, 8-4-06 is acknowledged. Applicants amended the claims 3 and 4, 
cancelled claims 2, 5-6, 8, 13-16, 18, 20, 22, 24, 26, 28, 30, 32, 34, 36, 47-48, 51-52, 55-56, 59-60, 63- 
64, 67-68, 75-76, 78, 81-82, 87, 88-90, 99-106. Claims 1, 3-4, 7, 9-12, 17, 19, 21, 23, 25, 27, 29, 31, 
33, 35, 37, 38-46, 49-50, 53-54, 57-58, 61-62, 65-66, 69-74, 77, 79-80, 83-86, 91-98, 107-109 are 
pending in this Application. 
2. 

3. Applicant's election of Group I, in the reply filed on 5-1 1-05 is acknowledged. Because 
applicant did not distinctly and specifically point out the supposed errors in the restriction 
requirement, the election has been treated as an election without traverse (MPEP § 818.03(a)). 

Applicants also the species of claim 109 to comply with the election of species. A search on 
the elected species was conducted and it was found to be free of the prior art. The search was 
extended to claim 107 and this was also determined to be free of the prior art. Finally, the search 
was extended to the broad Markush, as amended by Applicants on 11-23-05, and prior art was 
found that renders obvious the claimed invention. Claims 1, 3, 5, 7, 17, 21, 37, 39, 45, 53, 61, 65, 
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69, 71, 73, 77, 83, and 91-94 read on the elected species. Claims 4, 9-12, 19, 23, 25, 27, 29, 31, 33, 
35, 38, 40-44, 46, 49-50, 54, 57-58, 62, 66, 70, 72, 74, 79-80, 84-86, and 95-98 are withdrawn form 
consideration as drawn to a non-elected species and Group. 

4. All rejections made in the previous office action and not cited herein are hereby withdrawn. 

Claim Rejections - 35 USC§103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness 

rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in section 
102 of this tide, if the differences between the subject matter sought to be patented and the prior art are such that the 
subject matter as a whole would have been obvious at the time the invention was made to a person having ordinary 
skill in the art to which said subject matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 

This application currendy names joint inventors. In considering patentability of the claims 
under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various claims was 
commonly owned at the time any inventions covered therein were made absent any evidence to the 
contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out the inventor and 
invention dates of each claim that was not commonly owned at the time a later invention was made 
in order for the examiner to consider the applicability of 35 U.S.C. 103(c) and potential 35 
U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

5. Claims 1, 3, 5, 7, 17, 21, 37, 39, 45, 53, 61, 65, 69, 71, 73, 77, 83, and 91-94 remain rejected 
under 35 U.S.C. 103(a) as being unpatentable over Firestone (EP 624377) in view of Ghosh et al. or 
Bentley et al. (US6413507) for the reasons set forth in the previous office action and the reasons set 
forth below. 



Application/Control Number: 10/525,947 Page 4 

Art Unit: 1654 

The claims are drawn to prodrugs of antibody and cytotoxic agents. 

Applicants argue the references combined do not teach a compound that contains an 
"aminobenzyl ether self immolative group X." The term "hydrolytically stable" is not present in the 
claimed invention, rather the claims recite "an aminobenzyl ether self immolative group. " Assuming 
arguenedo that the "hydrolytically stable" is equated to a "self immolative group," Applicants argue 
that the terms are not the same. The secondary references of Ghosh teaches the ether linkage in 
the steroid backbone is resistant to hydrolysis and not that the linkage are part of a self-immolative 
group. Similar argument is made for Bentely et al. 

Applicants further argue that the rejection does not proved the proper motivation necessary 
to establish a prima facie case under obviousness. First, the scheme relied upon in Firestone leads to 
the formation of a carbamate linkage. The reference of Bendey does not teach the replacement of 
the carbamate linkage with an ether linkage. Bendey appears to suggest the replacement of an amide 
linkage with a carbamate linkage but there is no teaching with regards to replacement of a carbamate 
linkage. Similar is true of Ghosh since the reference only teaches the presence of a ether linkage 
makes compounds more hydrolytically stable and their suspension were found to have long self 
lives. The reference does not teach the replacement of an carbamate linkage with an ether linkage. 

Applicants also sate that if the motivation to combine is to make a drug that is hydrolytically 
stable, such motivation is misplaced. Firestone et al. teaches that conjugates disclosed exhibit serum 
stability. The office has not provided any motivation to make the desired modification, the addition 
of a self immolative spacer, in the conjugates disclose din Firestone et al. None of the references 
cited suggest the modification of the carbamate group of an aminobenzyl carbamoyl. 

Applicants arguments have been fully considered but have not been found persuasive. 
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First, "[t]he reason or motivation to modify the reference may often suggest what the 
inventor has done, but for a different purpose or to solve a different problem. It is not necessary 
that the prior art suggest the combination to achieve the same advantage or result discovered 
by applicant." See MPEP 2144. Secondly, it is unclear what structural differences Applicants believe 
are present in the "an aminobenzyl ether self immolative group" linkage versus the "hydrolytically 
stable" ether linkage recited in the office action. It was the position of the rejection that a distinct 
between the two does not exist. The primary reference teaches all of the limitation of the 
compound, include the presence of variable Xn, the aminobenzyl group, in formula L-[A-Ym-Zm- 
Xn-Wn-]-D, except for the ether linkage between variable X and W or D. It is acknowledge that 
Firestone et al. teaches a carbamate linkage between variable X and W or D, the rest of the linkages 
and the variables, L, A, Y, Z, X, W, and D are all taught by Firestone et al. The motivation to 
change the carbamate linkage to an ether linkage comes from the secondary reference. Specifically, 
the motivation to change the linkage between a carbamate linkage to an ether linkage is that ether 
linkage to a are hydrolytically stable. Ghosh teaches stats that there is a 600% advantage in the 
transfection efficiency upon appending the charged head-group to the steroid backbone through an 
ether linkage than with corresponding ester or urethane derivative (see page 341 and 344). 
Applicants acknowledge that presence of ether linkages make compounds hydrolytically stable and 
their aqueous suspension were found to have longer shelf lives. 

Applicants argue that reference do not teach the substitution of the carbamate linkage with 
ether linkages. However, Ghosh, which Applicants acknowledge teaching that ether linkages make 
compounds hydrolytically stable and their aqueous suspension were found to have longer shelf lives, 
specifically states that ether linkage are more efficient than the corresponding ester linkage and 
urethane linkage. Thus, Ghosh et al. does teach that the ether linkages are better than the 
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carbamate linkages. Accordingly, one would be motivated to use ether linkage over carbamate 
linkages. One could generate the ether linkage using ether linkages can be formed using the 
Mitsunobu reaction, where a primary alcohol function is displaced by another hydroxyl group via 
activation using PPh.sub.3 and diethylazodicarboxylate (DEAD). In substituting the carbamate 
linkage of Firestone with the ether linkage, one would achieve the claimed aminobenzyl ether self 
immolative group, i.e. an ether linkage between the variable X and variable W or D. 
Rejection is maintained. 



6. Claims 107-110 allowed. 



7. Applicants statements regarding US patent application number 09/963103 are acknowledge. 
The US patent Application claimed invention is independent and distinct from the instandy claimed 
invention. The co-pending application claims a compound of the formula B-[-Z-X-Ww-]-D, where 
D is a drug moiety, B is blocking group, Z is an amino acid or peptide residue, X is a aminobenzyl 
ether self-immolative group, W is an optional second self-immolative group, wherein X-W form and 
ether an aminobenzyl ether linkage when w is 1 and X-D forms an amionbenzyl ether linkage when 
w is 0 (see claim 2). This formula is similar to the claimed invention except that the instant 
application of claim the presence of variable A, which is optional, between variable L and Z and 
variable L, which is a ligand. The variable L and B do not correspond to each other since the ligand 
is defined to a molecule that binds or reactively associates or complexes with a receptor, such as 
immunoglobulin, or an antigen binding fragment thereof, as claimed in claim 38 of the instant 
application. This is distinct from variable B, blocking group, since the blocking group serves to 
protect form undesired reactions (see page 17 of the instant specification). 
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8. Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Anish Gupta whose telephone number is (571)272-0965. If attempts to reach 
the examiner by telephone are unsuccessful, the examiner's supervisor, Cecilia Tsang, can normally 
be reached on (571) 272-0562. The fax phone number of this group is (571)-273-8300. 



